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1. Patient identifier |2. Age at time 3. Sex 4. Weight
of svent:
or unknown (X)female {unk ibs
unknown Date or
in contidence of birth: { Imale kgs
B A prse eve or prod proble
1. X Adverse svent and/or Product problem (8.g., defscts/malfunctions)

nmdved)

Concumer Maaithcare

McNeil Consumer Healthcare
‘ort Washington, PA 19034-2299
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1. Name {give labeied strength &

#1 Extra Strength TYLENOL

—Approved by £DA an ! 1113/93
R

M#r report #

UF!Diet report #

FDA use orty

mir/iabelar, f known)

product

2

. Dose, frequency & route used

#1 6000 mg, od, po

3. Therapy dates (if unknown, give duration)
trom/to (0f Dest estimata)

n unknown dates; 3 mo

2. Outcomes attributed to adverse svent
{check 3l that apply} :

2

a2

4. Diegnosis for usa {indication)

5. Event absted after use

enzymes by as much as 8x) sllegedly associated with the use
of one of our Extra Strength TYLENOL® acetaminophen
products. No further informstion was provided.

() dissoity
pped or doss reduced
() demh ¢ ) congentsl anomaly #1 overdose
{mo/duy/yr)
() Ne-threatemng ( ) required intervention to prevent #1 () Yes (X) No ( ) N/N
permanent imparment/damage
( ) hospitalization - inetial or prolongegd #2
' (x) other none 6. Lot # (if known} 7. Exp. date tif known) j#2 ( ) Yes ( ) No ( ) N/
3. Oste of svent 4. Date of this repont #1  unknown ” unknown 8. Event reappesred after
11/19/99 22 2 reintroduction
(mo/devive) {mo/davivr) #1 () Yes ( ) No (X) HIIL
5. Describe svent or "w 9. NDC # - for product prob onlty (if known)
Psychiatrist report of OVERDOSE (12 tablets/day for 3 - - 22 ¢ ) Yes ¢ ) No ¢ ) WA
months) and LIVER FUNCTION TESTS ABNORMAL (increased liver 0. C Jicsl products and therapy dates (exciude wrestment of svent)

unknown

inciuding pree.
race, pregnancy, smoking snd ucohol use, hepatic/rensl dysfunction, etc.)
unknown

1. Contact office - name/address (& mfring site for devices) |2. Phone number
McHeil Consumer Healthcare 215-273-7303
Medical Affairs TR
7050 Camp Hill Road {check ail that apply¥
Ft. Washington, PA 19034 () foreign
. ¢ ) study
¢ ) literature
{ ) consumer
heaith
4. Date ived by t 5. (x) prec:fossaonal
ima/dayiyn
11717799 (A} NDA # 19-872 ¢ ) user facility
8. if IND, protocol # IND # company
PLA # ( ) representative
8. Relavant tests/leboratory data. including dates pre-1938 () Yes ¢ ) distnibutor
unspecified date: liver enzymes reported(y increased as much 7. Type of report oTC ( ) other:
as 8x normal (check ail that apply) product (X) Yes
5-d. 15-d
¢ vy ) 5‘"? 8. Adverse event termis)
¢ ) 10-day (X) periodic
(X) Initisl ( )follow-up # OVERDOSE LIVER FUNC ABNO
(5. MY, report number
. Other relevent history, madical conditions (e.g., dllergies, M1 2722%4A

1. Neme, address & phone #

or. Y

e
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AUG - 9 2000

Submission of a report does not constitute an

admission that madical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

Facsimile Form 3500A

2. Hesith professionsi? |3. Occupation 4. initial reporter siso
sent report to FDA
(X) Yes ( ) No psychiatrist () Yes ( ) No (X) Unk

00— 000723



